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DETAILED ACTION 

This is the first Office action on the merits of application No. 10,532,576. There are ten 
claims pending, all of which are the subject of this action. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-7 and 9-11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Freisleben et al, in US Patent 6,316,260 B1, issued November 13, 2001 (filed on April 
19, 1999 as a continuation of PCT/EP98/05264, filed on August 19, 1998). 

3. Freisleben et al. teach liposomes and lipid agglomerates comprised of tetraether 
lipids and derivatives of tetraether lipids, to be used for transporting pharmaceutical 
active agents (Title and Abstract). Freisleben et al further teach the incorporation of 
other, conventional lipids (those not necessarily derived from Archaea or extremophile 
microbes) in column 6, lines 40-66 and again in lines 11-16, and lines 29-34 of column 
7. It is known in the art that conventional liposomes are comprised of phospholipids 
such as those derived from soy or eggs, including lecithin, and DSPC and DPPC, as in 
the instant claims 6 and 7. It is known in the art, and Freisleben et al further teach, that 
the various lipid components one may choose for constructing liposomes can be 
combined in a range of component ratios, as stated starting in lines 66-67 of column 6 
through lines 1-10 of column 7, and in their claims 23 and 26, these ranges 
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encompassing in whole or in part the ratio ranges claimed in the instant claims 5 and 
1 1 . Liposomes, regardless of means and materials of construction, are made so as to 
serve as transporters of materials, broadly including peptides, proteins, nucleic acids 
and other small molecules including pharmaceutical active agents, and Freisleben et al 
teach the suitability of their invention, liposomes comprising tetraether lipids, for the 
delivery of numerous types of agents, including antibodies, hormones, lectins and 
interleukins (lines 4-8, column 8) which are or can be peptidic in nature, anticipating the 
instant claims 1, 3, 4, 9 and 10. The incorporation of the tetraether lipid described in the 
instant claims 6 and 7 is taught by Freisleben et al. in lines 1 1-24 of column 4, in their 
description of tetraether lipid derivatives, including thpse containing pentacyclic moieties 
incorporated into dibiphytanyl chains. 

4. Claims 1, 6, 7 and 9-11 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Elferink et al, (1994) in "Stability and proton-permeability of liposomes comosed of 
archaeal tetraether lipids," Biochimica Biophysics Acta 1 193: 247-254. 

5. Elferink et al teach the suitability of tetraether lipids derived from Archaean 
microbes for manufacture of stable liposomes (Abstract, and page 248, left-hand 
column, second paragraph). The presence of "GDNT" tetraether lipids in the liposomes 
made from Archaean sources (page 150, left-hand column, lines 1-5) anticipates the 
use of GCTE lipids in the instant claims 6 and 7. 

6. Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by Kirby 
et al, (1999); "Liposomes" in: Encyclopedia of Controlled Drug Delivery, Volume 1, page 
472. 



Application/Control Number: 10/532,576 Page 4 

Art Unit: 1654 

7. Kirby et al teach the use of ethanol, methanol and propylene glycol as adjuvants 
for liposome compositions (page 471, right-hand column, last paragraph, lines 1-15. 
They are included for both maintaining sterility (preservative) and improving the 
miscibility or texture of the composition. 

Conclusion 

8. No claims are allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hugh P. Young whose telephone number is (571)-272- 
4988. The examiner can normally be reached on 8:00 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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